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DETAILED ACTION 

Receipt is acknowledged of applicant's Information Disclosure Statements filed 
on 17 February 2004 and 17 May 2004. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 18 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is unclear whether applicant is claiming triethyl citrate and 
glycerol monostearate together or in the alternative. Appropriate action is requested. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-11 and 14-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tanberk, et. al. (EP 0 519 114 A1) in view of Glad, et. al. (U.S. 
Application No. 2004/0101565 A1). 

Tanberk, et. al. teach an enterically coated oral dosage pharmaceutical 
formulation comprising the gastric proton pump inhibitor omeprazole (see pg. 2, lines 
24-37). 
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The disclosed composition comprises enterically coated pellets of about 1mm in 
diameter (see page 2, line 44). A disclosed lubricant is sodium lauryl sulphate (see 
page 3, line 2). A disclosed plasticizer is glycerol monostearate (see page 3, line 22). 

Tanberk, et. al. explain that the enterically coated form of omeprazole has the 
beneficial effect of protecting the formulation from gastric acid juice (see page 2, lines 
24-29). 

The Tanberk, et. al. reference differs from the instant case in that it does not 
disclose use of the particular gastric proton pump inhibitor recited, i.e. lansoprazole; nor 
does the Tanberk, et. al. reference disclose the particular lubricant (magnesium 
stearate) and plasticizer (glycerol monostearate) recited. 

Glad, et. al. teach a pharmaceutical formulation comprising microparticles of 
gastric proton pump inhibitors, including lansoprazole (see paragraphs 0001 and 0018), 
for the treatment of gastric disorders (see paragraph 0081). 

The disclosed composition comprises enterically coated microparticles with at 
least 80% by weight of lansoprazole (see paragraph 0012). No intermediate layer 
exists between the enteric coating and the lansoprazole particles (see paragraph 0071). 
Disclosed lubricants include, inter alia, magnesium stearate (see paragraph 0068). 
Disclosed plasticizers include, inter alia, glycerol monostearate (see paragraph 0068). 

Glad, et. al. explain that combining the disclosed agents into a microparticle 
formulation is beneficial because, "[t]he small size of the microparticles assures a fast 
and predictable emptying from the stomach and controllable plasma levels of the 
absorbed drug. From a technological point of view, microparticles are more suitable for 
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coating and handling since a technical fault during the process is fatal for single unit 
formulations but less so for multiple unit formulations comprising micropellets. Also, 
microparticle formulations are more versatile for use in different dosage strengths." See 
paragraph 0003. 

While Glad, et. al. do not explicitly teach all the instant claimed percentages and 
ratios, it is the position of the examiner that it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to determine suitable 
percentages through routine or manipulative experimentation to obtain the best possible 
results, as these are variable parameters attainable within the art. 

Moreover, generally, differences in concentration will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. "[WJhere the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Alien 220 F.2d 454, 456; 105 USPQ 233, 235 (CCPA 1955). 
Applicants have not demonstrated any unexpected or unusual results, which accrue 
from the instant percentage ranges. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to combine a gastric proton pump inhibitor (such as lansoprazole), 
magnesium stearate and glycerol monostearate into an enterically coated microtablet 
formulation of 1mm in diameter, as taught by Tanberk, et. al in view of Glad, et. al. 
Motivation to form said microtablet, as explained by Glad, et. al. would come from the 
ability to control plasma levels of absorbed drug. 
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Claims 1-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tanberk, et. al. (EP 0 519 114 A1) in view Castan, et. al. (U.S. Application No. 
2005/0196459 A1) further in view of Glad, et. al. (U.S. Application No. 2004/0101565 
A1). 

Tanberk, et. al. teach an enterically coated oral dosage pharmaceutical 
formulation comprising the gastric proton pump inhibitor omeprazole (see above). Glad, 
et. al. teach a pharmaceutical formulation comprising microparticles of gastric proton 
pump inhibitors, including lansoprazole (see above). 

The Tanberk, et. al. and Glad, et. al. references differ from the instant case in 
that they do not disclose an enteric coating of poly(methacrylic acid, ethyl acrylate). 

Castan, et. al. teach an oral dosage microparticulate system with delayed and 
controlled release of active agent (see paragraph 0001). 

The disclosed microparticulate system may comprise, inter alia, lansoprazole 
(see paragraphs 0225 and 0244). The enteric coating disclosed for the microparticles 
includes, inter alia, poly(methacrylic acid, ethyl acrylate) (see Examples 2, 5-7 and 9- 
16). 

Castan, et. al. explain that the disclosed enteric coating is beneficial in controlling 
release of the active agent by pH dependent delayed release (see paragraph 0014). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to combine a gastric proton pump inhibitor (such as lansoprazole), 
magnesium stearate and glycerol monostearate into a microtablet formulation of 1mm in 
diameter, as taught by Tanberk, et. al in view of Glad, et. al. and coat the microtablet 
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with poly(methacrylic acid, ethyl acrylate), as taught by Castan, et. al. Motivation coat 
the formulation with poly(methacrylic acid, ethyl acrylate), as explained by Castan, et. 
al., would come from the ability to control the release of active agent. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hasan S. Ahmed whose telephone number is 571-272- 
4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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